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CONSl MABLE FI! MS 

SPECIFICATION 

I ' LU ' s I ii-'i L K>N 

i ,h i ti v 1 v « i \ \; <- i v is 1 ^ n h ~ ( m\ * 

! VC U>Ov S ' U l - i 

to t < u.u .o,t\ ihe Urns can ^ $ - « A -'^ 

0 -en? 

iACKGR > N f.QN 

In a more perfect world people oordd k « . <> o ! 

each' part of their rout e > ygies prattle* t Commute! several 

factors conspire to prevent widespread compliance with this basic requirement of a; 
^ 1 'i >< ! :> • , a-,-' w 

Oral cleansing can be difficult or inconvenient, t times, depending on the 
n too I w f, at < if <- ' . w 5 

!l m' ! » igne and gargliu us ig a variety fevice and 

compositions well-suited for the privacy of one's home are common oral care 
practices Howevcs he de> cs and c -> , f <u- s cti* or 

V S . 0 ? v ft f ! ' s t s < t J S ' v ^ 

1 <u\ 5 L N k >- .oua? a? > 

As brushing, dossing, cleaning your tongue and gargling in public are not 
considered to be socially acceptable behaviors in many, if not. ail cultures, a variety of 



WO $>0/lS365 i v " 5 - -0 i S 

>btrus;ve oral cleans products ve k teveloped rhese > < eath 
freshening gums and lozenges. Although gums and lozenges have bees .formulated to 
i v < N ' ■> « v N For 

<, I t ij,i, „ 1 u O - > ^ m i i O w H W 

S > uun mi > \0 ,o. Sinsjap^re wum. are: obaw .no <. a c.sfraded 
pen,>ds ohm u\ arc fY \ o ;n m as anemm ,-- -m.,, u ^' eruwun aetmr or Ok pa l 
o o i u ^ i j o n * 

^ o portable oral cieamang product is a motnhspray. lake a \ \} t a 
j a > . s can provide the consumer , a quick burst of strong breathofesbciuug 
10 !Oi n!> ^ \ > 

or lozenges. Ou the other hand, .moulhsprays are obtrusive. Spraying a m < 
typically generates a noise, which undesirably draws she attention of the public to the 
consumer. Moreover, moirihsprays are typically packaged in relatively expensive and 
complex metal canisters, which: can clog in use and arc not c;w>ronmersta!iy friendly. 
55 hi m cm oit m 

irrdnted eyes, a sueky > asuf or no clothing 

ft is V < ! N 1 „ N sin uh 

See IP : o^r" t o p< m 
application does not, however teach the kmlusion of antimicrobial agents m the iilm, 
20 ,s v i s v> iO i i 

se s u ■> Jo i 5 aif -wo a lmp< m ! v > . , 1 - , 
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wo «o i&ks w r/uswrtans 

Us i]\n\ on purpo.s; oihcr otea> Hrc.rJ; or .;b o-oop _r \%nnh uxha than the 

mouth. 

LIS Patent No 5,5 8.902 o Oz;o- el J ; be ss: ba o chsd ^ '! I pol^om 
content i x •> v s edible ~ sicjmtrt.cN :m0 piono i<.outk i > \in 3, 
S L a ' <. > ! K > 5 i. v 

<o > " b ' m j\ ! i. p.-b-ooohsn feb iaslnc ah.-bex, eeuseyOcs 
Mi 1 s i «. i <. i 4> fk o* th< 

essential osb -;;ah as Opooh. eocaiyptoh methyl \do\ ; e'e or merahoh are mentioned 
o> suit ible Ingredients 

10 U.S. Pais i izaki ot a!. i!v ^ v ^ >l s 

nndi > i <. «. e > , The 

> > < i,''iu\ ci r'_v un ' ts other 

f m\( i antibacterial agents, flavor-imparting agents and \ \ s f 
r.e<. -)s.i?>os . " . v o a' > - . <. vsou>red t> 

is suitable ingredients, 

U.S P 'stoat x -e ~ * " \ ~ ^ K t <. s. \ 

alcohol edible fdras. which ceo comprise polluian (colaaoi 3. s 59 s column 4, boo 
21} I he tiha-< a noe-. \ b vm > h i ^o. . , so vi to 

v ' >. <. a i s i \ ' ^ * s are 

20 

1 s Ox > x o v , s , ok i 



WOflttlUft i SAJSt« 2ZUS 

co f \ > s r h us >. u j < < rv v n ' vc 

materials. AH of (he examples in this paten* teach mixing puHulan in hot water. 

U.S. Patent W>. 4,633.394 ^< tkauaau <\ al. d*eh ves a gr:uin,ub dMntu-grafcle 
molck uti etl canoe iim made -o pulktha fhe aniok mtah $ particular 

5 < .am 

U.S. Patent No. 4,562,020 Hijiya el aL discloses a process for producing a self- 
seppu 5 v - ! - <- ^ u 

! o ^ > ^ t t ' 1 ! is U Uh o u li^iiKui 1 u o' 

0 t t ^ x ^ . 5 ' v hi k 

10 s - harides 

e < f'ox v J <o> o el on? a* to be 

cu ■ 1 Ou dap 

S iner or water type pt r (h 

iPpHt t - < I .U o S ( 

15 * ' s s a \ , , co ~n t 

a < , 0! » x > « * > iiu t in on a 

eoaaeto > p so a e iae at 

WO a* ^ f < i .. * vd. | >p o s w v i ^ no uncuv 
of active substances into the buccal cavity. The particular active disclosed is 
20 ravaoorpbane 

\ p t Ox 1 1 it the orhsr 
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wo mi mm T ^ i*>*»:.u* 

t h re is still room for Improven era i t su« i films, m d in pro* - ;s i\ saks £ 
them. 

s -i » v . j ^ sV o \ s ^ x their 
entireties. 

s _ ^ * <j h v i o\ 

> invention provides a physiologically acceptable Ms which is i i , h 

v \i J ^ s ' j k n u n\\ o - t M 

unbon j ! of K invention, > hon delivers at lea;;! ease oral care agony snch as 

antinf erobaal agents and sahvary .stimulants. The antanicrobiai agents are etteet.ive 

10 < < if eaa e \ va \ -mix \ ii ^ 

stimuli! iu 5 i 

'\o< ' at 1 , i v 

tlKff iu K M ' S s < ,\ ' < .u v H vlil.lMli 

oral, care agents in the oral cavity to provide expended eftkacy. 
15 J > v „ t . \b - no . < cntioiu the rapidh ^ Oatde fhv a n as 

vehicle for adonnbtcring a pharuKtccuiknhy active agent orally, through a mucous 
membrane or an open wound of a patient 

Si S i ! 1 !< N v i a V t 

*dhc ' <m c * h m . eT ^; T U — tovs- eo,ep ocs mxmg i 

20 fm ' . -a fv b.,* i.. !i a- . ' >> ''v v ; f -> 

isaurt so ■a > vihc.it N tN nohde a aqae > solution 



WO 00/58365 P< i I Se>* mt$ 

ami in ng he 0 ^forming mixture and i « ague ls ilution to provide a rods and 
i ' pd s - , ~ •> 

polymer gel and mixing to provide a uniform emulsified gel; easting the uniform gel 
< <> ' < m n 

BRjH m ^ mt V- 

Fig. I u* a t-net i ! ' v < > ,) t ? 

YTCC 25175 Mi v s ling to the * contains 

P o>> ( i v \n > i 

log, 2 is a pi f S7? nmm; 

\ I « " 1 m if n v n ' > 

essential oils per drop, 

l:>0:M!JJ.lLdfog Kinfolhgfo PBJ ip pip fofogpfofoufvji^rs 

fir Ol O r a; C ! > ,Ug0S 

i 4 - oboo u < ! 5 n ^ ! s n o N s v P 1 in a 

is particularly well adapted to adhere to arid dissolve In a mouth of a consumer to 
deliver an antimicrobial agent thai kills genre; that eaaso haPiosss, dental plague and 
' s I tn i e P v i o < ! v r u<> <>i 

heouv < eamojvgec i t m <a \ ^ e > m , , - on • s and : . n ; TPJs 
film preferably composes pniiuiam thymol metbyl salicylate, eucaiyptoi and menthol 
ISTPRIN ; mom s e no oe i-k.no > e rP' 

an antiseptic org! composition that has proven effective in killing microbes in the oral 



as>n n \ x i 5 -si 

; < i ! J s > - v i v ' ^ t v s 

that penetrate md kill the microorganisms, These: essential oils include precisely 

; i i. i , x s x in n M > 
5 he so! -fos I v i i i v > < v its 

f to. Ot'^UOl 1 1 s U , n v x x < v 

had hreatli because ©1 high mitm aho >n of - sn » * No. i U i , r ecbum 
foe l v i < \ C v. > i ! , ! s ! >> vv > ) ' > < -s<b < v-oh a 

solid fo;s;u:e ' ^ * •/ h-w .mu^m-, uf a \ sUunicsobM; ^ 
10 ji>«\e<. \>K i s i 0 <v 

of t f . fx „oov ik « aprc 5 ^ x s ■ -a 

in a more portable md a - consumed ton»< 

Ir. was mco i o !i)lh! i «. v. -.en. U if s u^on and 

j . - v. - n \m Urns mt, the 

IS I s. > v , ( ^ I ) 

A further aspect of this seventies! is foca while the areecuxs of LIST FRIfEfoe 
essential ods are relatively high tor mcorpnrridon ie a hies, . 1 according to the 
prsexm ins cation sail clehsv^ s,^ u - ><>sel .m^nru m essential oils pes unit dose 

20 i n » v c K ] i v . v. ^ v >x 

P>efe u I film forming ingredient, d > forms a thin layer on the oral surfaces 
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entrapping ! < srnab amount of essential oils which are capable of penetrating into the 
pu\ t > ! J v v-s m ' v o; . <. u- t ~ ^ m nk i rained anttrouotw ^lik < . 

Aim men da inventor are presently unaware of any other breath-fresbenrng 
consumable bam that provides antimicrobial efficacy, they are aware of a consumable 
him disclosed m JP 5-236885, which is said to possess < m _ activity, but 
is slot described as possessing any ingredients having significant anhancrnbial activity 
\kneew V * - , .m- a , , - n l on 1 cmm fhuoj md evt~n t in 

llvOi ill t i. ! v i > 

disclosed g vvhereas the . of the invention n >,< ss an nd content of at least 
about 10 wt %, more pre; rah J mi I vt mo about lis - t \.. m »st prekrabb 
about ! > i x>k s « t > 1 ^ cm ^ m r * ( \ \ 

amounts of oils and other mgredknts in the t 1m are wt% after the hm kmmukhon 
leu 1 eer one 1 m ere.eo -be fdm 

Fhc onounb efthesp*.ciu mi 1 us mm* Uk u . < * 

vary s t t m s k * effkao) 

Generally the amount okbyrnoi. methyl saiicyitae and eucakpioi u from about 0.01 to 
tbom a < on if m 

m «. i " i - * ! ^ Wi n' d e hsn < ; 

iik cd 1 v i 2.0 to 

5 to about 9 ' of tba Urn 

> s i e reeu etormmed to e skilled iu the art am can 



m) Wam$ " f '5 I 899 22! 15 

processing problems. I ^ « v <. v v j' \ 

< x s m ^ v - ut ^ e\i 5 v v - u „>x->A>,w $ dental 
plaque, gingivhb and bad breath, 

A i! v onikulx >u f.'Us-n: » fdm noose v ; Kh0:\c:- i i 
coment 5S i\ pi 

- < X 5 i 0 ' l > <x 

mo 1 in ihere lift n< e r pox ; e o otors have discovered hov* 

tO pi i U.lvl >U JUt > f v!i ) i v 5 iUi^iO'U !( 1 I i u H 

so no x thai d feels undesirably t or yipmcandy adhere-; to adjacent nn \ 
1 » s i si i ! v i f un> according to ode invention can be stored in contact with 

u a>"k\i ) x\ 
wit > i ing i v nonx ent (e.g.. a pteti< iln paper or oi er su| 

hOXs i Ki 

The dhx-xonrbog agent, osed m the hbns according to the present aivenhon can 
t 1 ^ s<< is r >k <s s o ! o - ' 

sydroxyeihyl ceiiuli - is 

<. s. e , v t b s ! r . v 1 ! ^ * „ - s 

» xn ~ y ro i x " acid, 

J lexis , |x! i J " vdt^cm < \an 



i f u gelatin, zen. a pun » «. '' < 

and " % s thereof. A preferred film former is < m s j»» a sl ... from 

" O' <" -N I ^ " v. s > ^ 

about 65 vet % of the film. 

rise I he shoo preho comprises j 

< fo 1 Ot« r (. i 

water., additional annnoarohia? agems : additional hbrr-fom'nng agents, piaabefofog 
agents. addit-onai flavoring agents, sulfa- precipitating agents, saliva stimulating 

i \ s >S I - vi u <- ! 

agents, binding agents, coloring agents, sweeteners, fragrances, and the like. 

t to the rehmvely i content n thf oral e ire film, ii b ■ feral k to 

avoid substantial amounts of o-v un> in the film tarfo owe preferable to have no 
humeefa.ni in foe film), so as to avoid producing an overly moist, self-adhering dim. 
In «us it is preferred to formtnaic foe film with a plasbcmng agent other that) 

n a < > 

a miU hnmectartt, 

v , s j\ecmnate_ n dm: wJoee -u d ;e-doJ,a s aba p. added to the 
oral care fill sccording t< zi miio ses s sd with n« 

inactivate, die volatile sulfur . ; ■ v> drat cause a large percentage of oral realodor. 
Suitor precipuatlng ageots oscfoi * pie present invention include aauai salts such as 
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; i I < n i x -! . v 1 \ 

! ii eu ,4 v ,\\ o > s st «. \t >u< - » U u\ 

% to about LO wt % of the film. 

i>ahu sn.un i fed, ! ^ v h\ ivi 'I-, m 

e present invention Usei e ihos I $ 

Patent No 0 o J \ < i <. <. , k ua n > u r na 

simulating agents include food acids sncb as curie, lactic, s n succinic, ascorbic, 
lip , , > , a , i ) v v 1 

< u v in rbe - n i from s! i u) t 

12 wt 0 preferably about 1 wt % to about 10 % %, even more preferably about 2,5 wt 
% to about 6 wt. %. 

> v ' i! , >i i J ati" ~ fi t i about 0 

.o abos t '< ^ ? > pics s > •>] x, u p x < t ' s 

stutf k to uo>c<\Kantand diaceiin, 

Preferred cooling agents nuuude nmncrmcmhyl succinate, en amounts ranging 
from, about 0.001 to about 2.0 wt %, preferably about 0,2 to about 0.4 wt %. A 
.oiu o' , ; i , ? \ , Other 

suitable cooling agents include WS3. WS.23. Uhracoo! If and the like. 

Preferred surfactants include mono and diglyeerides of tatty acids and 
\ > «. ! ■> i The 
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WO30/JS305 PCT/1JS99/221IS 

V 1 lv ^ vi i " 1 i \ <■ 

t ( i % of the i Im Othei sutmi e surfactants ii duds 

P ajo u o i ~ N 

f^'v'-ti , i * ! > at f and 

S a Jgeci u>um < 5 « to iKaa 0 s\\ paaaa . i — IU 

a xn (. ♦ „ , 1 ! s , - x ». if t i 1 j <. 

like. 

Preterm! v. as t > n<,a\ . ci! ^ iu le a . m t , a' 

> >tf. <» n ' a,< ^ , eeiaoa , as Oananntw. vceenar and i like, in 

10 amounts ranging from about 0 to about 5 wt %, preferably about 0.0] to about 0.7 ws 
% of the film. 

Preferred thickening agents include oaah>kanltdose, earboxyi nsaOok eholose. 
and m i a nor a w i < <. ih U % * vu <• j t ) vV 

to about 5 wt %. 

15 J x ' ! ^ x i * s N ui 5 to 

about 10 wt %. prefetabiy arua.u 0.01 to atn.aa 2 wt '-2, ol Oat aha. 

Suitable sweeteners that can be included are those well known in the art, 
including both natural and artificial sweeteners. Suitabk sweumcrs mdude, e.g.; 

A. water-soU >v sw« c ia c< sis sch am 1 lm 

20 *a v I » \ v ! N ' 

wis n ■> „ f ,os; o<.o v wmo* ta mtva e of 
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solid;.;, dilwdroehaleones, raonedhi. sleviosides, scat gb/cyrrbram: 

8. vi arbbcsd sweemaers such as die soluble saccharic 
sabs, ae., sodium or calcium saccharin sabs, d s v salts, die sodium, ammonium 
or . ukn u <. ^ < \ v » < u 2 d as L the 

potassium sail of 3yuappairo--a-anelhyfd^ 
i w i x mdthehke: 

Cb dmepmie based sweeseners., such as b-aspanic acid derived 
t Ki i, s i I a s 

described in U.S. Pat. No. 3.492J3L L~ 

dphmos kr' ud » !}~D mma I « 1 ) 

esters of Lstspmsyfmpboap kheerm and Laisparpdd- J,:xdia>abaarden>bpiycima 

the like; 

D. water -soluble sweeteners -o from ; .sua do oceurriog 
s « , <lm>b sweeteners, such as a chbouuaed derivative of ordinary sugar < i >,,<> t 

* m> o v^iu , m v s. ( j i. v x > i 

E. protein based sweeieness such as thaumatoceous rhmikdi 
{11m anauu I aoo 11} 

j „u 5 an effective amouot of auxiliary sweetener is utilized to provide the 
- %s r n - , ' > m x - o nlo 
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K KAft n x f i s lv ! f 

sweeteners described in category A above, are usually used in amounts ef about 0.01 
u> ' " ! n ! tee 

s t j s in category A (e.g., glycyrrhizin) ceo be used at ; a* set forth for 
categories B-E beitev due to the sweeteners' known sweetening ability. In contrast, 
t e un i ss M <. lix < m 

0,01 U> eaout b' ^ h tt v ! ( ul ^ > <ei «t .b t i io 

a < nn o M K i - ^ i v <. isk 

\ , v f <. , a d m 

>0s used. Of CO»i veeteraers aeer > dried s intended r m i 

adm bus trad on. 

Mv lia'o i 0 sueU t K > ds cb h ^e \ > r t » 1 n u ub 
as nen< md u> <u flavors. These Havering? n>ay << clwsen r m syndic?*- )h w 
oils end flavoring arornaties, aud/er oris, oleo resins and extracts derived bom plants, 
i o b " < i it < > , s xx < x. <\ M < V<. b < a 

s e v t i I -ok sb 

codas bat c.h ed < i nattuea. >a; o --.see. ^ s od cu eater x o> A V - tvo are 
artificial natural or synthetic frait flavors such as vanilla, chocolate, coffee, cocoa sod 
citrus < v« 

inch d a ipp * pe t » v > % r 1 
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v n lese flavori e ? be i < s n ux Com 

i l- i 1 " t. ! v ^ > x v v VON 

v\t> s mo v \> , < ^ * aS 

5 t'v 1 * < \ «. forth 

Jokw, > . i „ a b v i su 

UjU! ii ^ v i ! v f w 1 1 l \! 1 \v , i! ^ O 

v i , a> be used Fun 

ft dt I K. 'I v. <> i ' 1 ! > 

iC ii > i o tli nit 

via ! n > i n o a \ • Lsoo .O v «. u , 

! i 1 r - I v cream): alpha-am) 

i f '! I it> hi i s i 1 1 n< shuts, i > 

t butter, Hvso v'mopJ'J ju<U<A , - aa^ s \ dta\uad >»;mo> a ' - ) 

15 C-S (citrus fruits); aldehyde C-9 (auras fruits); aldehyde C- 5 : (dims fruits); 2-sihyJ 
butyrafdelvyde (berry frahs); hexenah i.e. iraos-2 (berry duns); advi aldehyde (cherry, 

v > ' | <> < > dona! t i Son) 

kTe x , \ i irnd%n ; r^pe 

R SXtU K 

20 v. n "acxt \ 
such factors as flavor type, hidbadaai Oavar. and sirerayth desired, Thus, hie an;oant 



IS 



vty be f ore e v ^ d( d t c > Such variation 

are within die capabilities of those -skilled in the art without the need for undue 
experimentation, In general amounts of about 0.1 to about 30 wt % are useable with 
anws m abotu ii to ahoo; 2 ^ 'm. i.l.v \. - o.'i \ > s ;w\k < to 
about 10 wi % are more preferred. 

Hit. u'-r a s m < ,v tU w< > uifian u>sltus or 

i v sa ago? * ! „ 

color. The coloring agents v\ in the present invenOun.. include pigments such as 
* * i i ^ < ^ imw y x hAOifu n H-hoi u\ > < 4X> ^ < d 

ao i t el r t ^ 

dyes suitable for \\J drug and cosmetic applications. These colorants arc known as 

) i , . 0 i w >o 

u a\u olt s d c k 

^ , , i uvA kra wn c- i ireen No * eunuutses a 

triphenyimethane dye and Is the monosodiurn sail of 404-N-cthyi-p-suifobenzylamino) 
b -> \ >, \ i - , , < A 

i ih < > 1 d t ^ < < - 'tut 

tt v <v , 1 < | i omm 

^ s^ v \ i kr^i 

injUnta 
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ucv i ^vontu'v i s vow! l< ux - i uln'i IHf > s 

'The film adheres to a surface In ihe mouth, usually the roof of me mouth or the 

i 5 i' , -V s<W t l , < v. i v 

is ■& pete! >v v h > \v \ n ^ i * s '■"<. n * h t * ibt 

recommended \ Mm tn:tt. *«t I isicnnc mmmvuN 

Si a preferred fornahs according io the present invention, -he amount of thymol 
and v! s > \ ^ ! ^ ! k ! »ni 

<>« , i -whoioa e the film o. ak\< > t s on > > ! w \fiow-h The 
amount ^ ' nap; ol In the I in s< abo s ' 8 times 1 s i an in the mouths tsh These 
;eb-e aoi >w :c^i u o> .iou' ^^^1 1 ^ n - 

Sim. 

t he lim 1 ox «x I U 4 bt fd.ro pre tab 

<u — sobh.s -s.v. <• at mow «<n 'u 1 s < t o,> the (mentor? behove I - mo 
w'x ^ ot Ok oeu- J > - \ - ; ,\uM K - fu 00" e ' . ' >; : 1 ife m w Uk 

> \ < 1 M \ v v 1 1 O U 

soluble and the film dissolves very quickly. 

The exletxfeh aminncrobsal aenvny is shown ! the following esgxaameats. 
The purpose of these experiments was to determine the nmibactenal efficacy of 
i ew - o ^ } sixp or 

<rxx\ murm I ' v< > ? ^< 
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\ Bubje N >e \\od'-r micr ^ s v. - > s <■ n 

by n < ! - < < , sa --v. <. 

medium. The test product was dispensed and .subjects dissolved one or two breath 
films or; their tongue. Subjects remained on the premises and returned for a second 

t<) UIK U t S I i V V i U ' Si .) hvt 

tongue. After a ft:aty--eigbt hour washout permed subjects returned for a no treatment 
control. 

The thirty minute single film use group showed a reduction in mean log 

S > < l ! ! 5 .^0 ! t < v o 

t V !( 1 l,\.>t(' s- U v v. v 5 1 <- K « n t s op i { t w 

it i , v j sedtu. »os i < ^ us 
counts. 

Mtsi \ ' too t , iv uudodor microbial reduction was also observed with the 

two film, use group \ 79.6 < e kw>> w 5 
obtained (p<0.001}> 

- 5 m > h . !< sixty 

r ip u v after use of a smgk breath tllm - 69.8% reduction m unuodor i on 

S 1 v < O v } S v v. v UNO O.f it 

\ * ' < ^ v. )u»i§ was 

I (p 006 



13 



The daia iion thes* tudics support the liownu conclusion 1} Pollute 

>! >< . ed ' v Cs etUK is 0 tCVOOC 

composition against oral niaiodor causing bacterid and (2) sign.;!.] cant in vivo bacterial 
icdoctun ^ l { i s s lv P ,\ > ! i ^< V 

5 _ \„ i 5 

Use procedures toed in these amirmcrobsai saulios were as follows, The 
n Ivk '.o.m , < <• t <. i 

'> ' i iK i u- w i. ivxor.is-. o. O ion 

, i the st ( i 5 s !i\ ''npV-v <v o o ,i day 

10 Subn < t >f i. 

hi} vo ( ignnK liAgsaj 
L Materials 

Test tubes comaobng 10 ml of sterile 0.01% peptone 
Sterile Swabs 

15 OOPS x > t > irn n Minalb and W,A. Palkki N ,i nent o 

an Agar Mcdkun lor Detection > HoP-producing Organisms. J Dent Res 
76 IA.DR Abstracts 1 997.): 

Colombia Agra Base (Catalogue M DP0792- 1 7-3} 44 grains 
Di-odded A a.er 1 liter 

20 Lead Acetate 3 (S > 539; 0.2 grams 

dewvuuo 1 Ne.na '2 2nd 
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Ghnabnone" (Sigma 0425 1} 1 2 grams 

Forty- fears gram \ Columbia Uood \gat Base ^ s suspe; led - I liter 

l { v !l! t <. s I teg v <- t 

12M24?C for 15 minutes. 
S * Dissolved 0.2 grams of lead acetate in 1 l of distilled * and filter \h i' I 
Added tier am ! < i 

b Dissolved SO mg of hetmo \« i mi of \\ baO abb so lm» u with distilled H 3 D. 

Filter sterilized \dded pt in of OOPS III ark autoci ?? ba media 

* Dissolved 1.2 grains of glutathione in 10 mi of distilled ibO. Filter sterilized. 

10 0 < * i , 1 ' V ^1 

2. bmeedure 

a. All media were preredwetl ..m m anaerobic chamber overnight. Plates were 

pes N nevent seess ve drying 

b. Panelists , - a <. , \> adalght priest 
IS \ te used (or 

i!K i\U » a ^ v x - l - ^ i a Oh 

i UOs t \ 

c. Fau u iuk isi s « „ < ^ r i w ^ >~ ^ < , i i - x a d e the 
midpoint oft la- tongoe and sv/iping forward to the tip. The swab was placed in 

20 a rabe of peptone 

d. Ihepv' <x u. s i <. ! " ' vmL s eo >ele * rs H'K a \ 
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wo mnms tn « * v -s;* 

, i > * < i ! ■> ! ^ 'U- Kit X 

Is n eeomi ,o lit tv , <„ , s a , , a 1 e o o s d >K u s\ T ^ gist - 
open for thirty seconds to prevent the film from sticking to the palate. 

e. After mim oj -Tp >\ cims v\,r \d the kit sak 03 >\r tongue by 

s i «. i i, h i ' i ' ' w liiif 

The sw ir w pi-, i < ,\ \ \ 

Is The tubes of peptone were vortexed vigorously for 50 seconds, and serial 
ss o * - v * * ! \ 50 

K$xr using a Spiral Biotech Autnf B b. MI) \ pi c > ere 

identified with the subject's initials, assay date, sampling time station, and 
ej i number 

g. The pirns were incubated in an anaerobic chamber at 35--37"C for ? days to 
I M ) d > o ' To \ o , • M 

h. After a 4S hour wash out period, panelists returned for The no treatment control 
No film was applied, and steps (e; through (g) were .followed as described 

.5.. wn 4* s <> ><-n <> i x - s v '» .n hi 

i t ' ^ s «. ^ T , wi pt .) 

that paneiiscs returned adcr 90 i T stop o 
j. 5 v \ \ v ' > i 1 as 

s ( >k u * t . o, - 
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wo mnms ^ >■ >*> ^u* 

counts using s Speed Biotech eotnvdep; ceinplaie Fee appropriate cods was 
entered on the data sheet to permit, interpretation of the counts. The CPU's 
counted <, v converted to (! ,n > dividing by the appropriate exponential 
volu trst t \ ii I I lu \\ s 

-i; 'i. ' > ; s - i t > t i ^tnu 



Tabic A. Lxpowaul \ ulumr C»tM-ute. kn sepneat Pans 



sn < **' : -. :. e, 


Exponential Voiuroe Constant 


8 


L2.I4 


9 




to 


5,500 


H 


9J57 


12 


UAm 


13 


25.015 


. : Plate 


50.030 



f'he ts bis 'iVi m hi > w \;eno --sh ! ^ : vampi< 1° t> tsvv.uh«l in 

if I I ( ! IS I N' ■> > Si ^ U< 

n< 'I v v. i > „ . ' K ^ t about N )u 

lite enhanced activity of the essential oil containing puliulan film is also shown 
in Figures I and 2. Figure i is a s! \ . u of an agar plate spread will? 
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WO 00/18365 i x i ' V" \0« 

film iuodir o Use present invention i added The piece of hi o * ^ 
! s csme T vimpit s v 

Figure 2 Is a photograph of an agar plate spread with Streptococcus mui» 

\ICC ^ ^S „ t > « II \ \ * 148 

S si in vol d ed M nig cd da i v e s each 

t a i he * op are 2 n p oi > I s * >j hvl 
sahe<- l^v '. ; I ; ' < ■■ < < vi .5; j \eae 1 ^<>hul solution. 

The area or zone of inhibition around the film in Figure 1 is much larger than 

S a in n\s Mil 1 i f i I hi vlH't , i i v K t 

10 the pulloto Film' were s ; <. <. < t wash iwa] 
after repeated rinses. In contrast, h essential oils in Figure 2 did not diffuse away 

-si! i Uv- <. v >a v This 

<-h w i< k s > i i i ^ ,, ( . , n< 
of poihhao. 

1 5 Kee: : \Oj. r> or-ooe -Oops^ ' \LL..:!^Z±h;±&>:- 

Mi >r; i a ' ( vention are cap bh of 

1 ps < •> i v s S s s the 

1 v v x i <. i > s o t O Wi v 

eei s 1 d;rsc 5 i >um~ 

20 > , > ^ f v ^ ' w i U w \U 

m K bk <. 01 ^ ^ ' a 
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\VQ 80/1836? IX J VN'X- 

Ingredients aad surfactants. 1 these methods, the > A ibmmlMkm is preferably 
t T^Hisi phase < 

i 5 i ! ! , (. s s f 1 v. > ^ ! \ 

• !S fO's S ' Us » s * > ) 

0 ' i „ 0 v I 1 

utgu , the water and the;, adding the gums to hydrate. The organic phase is 

ti.i <>., kd ; < . . . oo- eauw 

ht!' ' u U k a 

filBl, ' ! i < ^ < \ * \ 

Hi < i , !^ < ' f 10 

vvt is j about s * i moistt more 

preferably from about 4 to about 7vrt% mm$lw& 

Ife 0 u -o > ira > , v, t <\i n , . - 

xatferan gum, locust bears gum * oawagoertaa These ingredients are ? v and then 
hydra ted in water for about 3d to about 48 doors to huso a gob The water is preferably 

<. w > <. \ n i v !' ot i t 

1 \\ ; m t r< < < so t < v t i ! n s U 
temperature of about 20 to about 30 °C Jbr about 1 to about 48 hours. The water is 
preferably dekmteed. 

T e aqueous phase can include ingredients such as coloring * w copper 
gluconate and sweetener. The water rs preferably delonwea and d";e amount of water 
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WD Ofs/ISMS ^\ r * S*s 

x about 5 dmut Suva l ; fm„d g i v 

If sodium saccharin and copper gluconate are both ingredients in the 
fom datkm it is prcft e io dissolve them cpa ttel> « solut m to avoid 
precipitation. 

5 h v i i ' \ , \ < •> <\u n 

(fou-UUu i s ^ n , i n , v „ 1 * 0 m ) <, Oh K it 

1 55 i 1 ! it > ii, 

J'S h v x U ^ S 1 i i s < ! \ 

Ik i fo i x u kh, ? v , , ^ ! d , v 

10 powder mixture to the aqueous mixture to form a hvdrated polymer gel; stirring the 
hydrated polymer at room temperature for about 30 mi.aut.es to about 48 hours; mixing 
the cooling agent thymol and menthol its the flavor oil to form an oil mixture: adding 
methyl salicylate; eneaiyptot and surfactants to the oil mixture; adding foe oil mixture 
I f 1 ni> g il form derating du i ilai 

15 mbbh arc removed, cast m the uniform mixture on * suitable mfotras g and drying 
be - e\; on an- i - :o r * t !< - 

'T'be preferred method for na.ik.lnu an essentia* oil containing I hydrates dan 
filnvbdrnung ingredietiO without heating the water. Heating the ingredients increases 

\ Si ; i > S V i _ h 

20 os s v N c o evap which ; so fee s thi kill 

siC.O U id h O"' Nil ,h't0sO"t» id - - t v so 
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two steps nbmmhr.es. the amount of flavor lost. 

» -j be bos >s y theories s ' I \ 01m- 

toning ingredients can be hydrated and mixed -without beating due to an ionic effect 

known Ha ^mn coguhhrium ! >o - > . N o^eov 

S of ekciro! ffeetiveiy kns viseosit ymr 

< .» ' v , . ^ i Ms 

. > i ' ! > ' i v the 

^ \r n ! i » ^ >! 

uxin seer Oration vhich deiumpi the powders pros < me g eate 

10 f<!< ! V t 

t 5i preside energy for hydration without substantiaUy raising tbe temperature of 
the mass, 

ft is preferable to avoid adding both copper n „ v and saccharin a! the same 
time to the aqueous solution, as a precipitate will form. Thus, it is preferred to 
is «. ? ! n s ' neonate 

DObOf<h-lta^ggJ'li;ngb 

^ v J i OHUilK ai 

hi?,- \ ». . i"i >n 

i 1 w 1 acceptable" as used herein is intended m encompass compounds, 

20 svbici tp ? ubnhnstratio t gpatie; arcade \ deiy tolerated without ash uh 
negative side effect; Hie expression encompasses edibfc compounds. 
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oresason "phamn teem <. - native agents" as usee ..sw. & intwi \ i M 
enci j nls other thaa foods, wi lot 1 and 

change m and/or on bodies to which they have been adm.mkuc.red. These agents arc 
riot iii s o s ! v * and 

< > 5 I ' v < , - > i ! e i - , ^ k o u,k v \ : ar, 

limited to: 

A. antimicrobial agents, such as Inckaan. - pyrkimm \ v, 
ooron iv! j ^ * t i 

t u < f v. v a >ctoi di f D1 \ end t e is! 

0. mm-sterokkf arawnflaminai«ry drugs, such as aspirin, 
x topioferu diHu''' s< ' i v v,>m < 

toimetin sodium, iodo.methaekt and -the like, 

C. a < a , v , , < ' , u si "I 
dextrcn m * , ^ 1 * v , < < « 

D. decongestants, such as ^ v n \ h \ o ,J 
pbenykphereaa phenylpropanolamine, raeudoaphedrme subak. and the like, 

i i miines sueh as < ip 5 e t 

<.» > i Vv n > > < 

\- :v\ k-uc. , can: - i K , b;b CX ena v a " a-- n , , • - 
prornediaeiae hydrochloride, pynlamine makaoa kipciennarmne citrate, niprohdine 

2? 



hydrochloride, acrivssdne. iorammne, brcTnpnenuoxame dexbooupoernntrmne. and 
the like, 

F. vS v v It S \ > P t N <k1v 

terpin hydrate, and the like, 
5 CI. arnddbrdaMK Rah a loperamide, and the !sU\ 

H, H : :aeo ms n < * i * i< d hh like. uul 

I. proton pump inhibitors, such as omeprazole, lansoprazole, and 

the like, 

J. geri« j i u A o v , «. x , t o\ a <d i< u kl 

10 ?is;1 I the t.d 

K s I C\ K m ,!W , '-n m true 

strychnine, puaoioxin, pentyicneunoiool and She like, 

L, drugs that selectively modify CNS function such as 
phenyhydantoln, phenobnrbitak primidone. earba.msxe.prne, etivosnxjmide, 
15 ~> n - < x o« 

' it e*: nde. pherserund . ^ ^\ 1 

\ , * i ii*n ii the 

Like, 

N. \ - ' Jt-i-oin Sio'iOiu rph.mrv 

20 -> t ot c, s odo K i M. 

x on e x on e an d 



O, aaaigesic-amipyretics such as salyeslaies, phenylbutazone, 
jndomethacin, phenacetin and the like, 

P. " ^ * <. drugs such as •, u \ sa 

o , t (\. . r <. ' 'Y reserpme. nrupmnone. ^| <> uuc 

phK--v:';?':is.. bihnao and the dke. 

it > < u \i that ean be « ed o he r films, 
according to the present invention, is dependent upon the dose needed to provide an 

v K' t\ > , ! . ' v V O X ot t 

utf hi dv u, * ^x S ». - s i <\ i i >< \k.J , I iok I 



TABLE i 



VI b s o \ 




C i i to rob e a ir am i s ; e M a : e a te 




B raa -pheanan; i a a M aleate 


4 nig. 


iV'v 


2 mg« 


Dexbro-nphen n-aebne 


2 rag. 


TnproHdJae Hydrochloride 


2.5 me. 


- astlfte 


8mg 


Azaiaaina Maleste 


hnt 


Looaaouuc 


ng 


Pheny lephrine ' bxi:axaaenoe 


>rg. 


Dextromethorphan Miydrocidoride 


ir il 


< ^ 


i 2 .5 n 


xom;braxar! Succinate 


35 70 3 


Xobruoipom 


2 5 n;c. 




N .'na 


v. 


10 in a. 


Nicotine 




Din; i e a h yd rani 1 a a ; a v a roc h \ o r i a a 


IS mil 


Pscadocphadnny Hydroehionde 


50 mf 



The ingmisems used m make the pharmaceadcal containing films are similar to 
~ h u v * It Vt \ 'i n i -> v > 

agents, .surfactants, .stabilising agents, v. s „ thickening agents, binding agents, 
! it n ! ^ o , I I u ei I it 

the Sims a< on to the | m invention 

The films I deliver a g - v. v agent , also include a u\ 

I X > p f V X * M il 

oil o n i> x v ^ > sv. Jo 

olive oil Th < c ut G.I vrt % to 

thi s 5 * I eierably In t ange from about 0.5 wt to ado t 9 wt % hi h 

1 5 v ji ^ I y U Kit > tt <' M 

1 i V > 5 v %, 

hh about 0.0! wi%to about i vst % of the in Preferred preservatives 

Trc 5 n,. <. v s ^ i <. 

oxide compound. The n e < weight of the w » < oxide compound ranges 
from 0 ! < 50,000 m about OTQidOOO. A | ( h polyethylene oxide r u t is 

S I N ! i f I ! > J ! - > < > \ 

v d , > i \l i n < s . , < A ? < ^< i n N vt 

K> to ibos u. itlot 

The rb " 1 v agent containing films o also include propylene glycol. 
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The propylene glycol is added in arooums dorrs hi' 1 ' % k hi 20 wt %, 
preferably from about 5 ws % to abooi bs wt % of the film, 

iv f i ( I i ! I 

active ingredient or to prevent die active ingredicol from numbing do. tongue or other 

sU 5 i - >M! U v. M v >£^ la , ^ 0 V K \ 5 

the ar* iduv j , dv. >, m * * ^ u* <t <b as 

eihyl cellulose, and the like. 

\a „> on 1 > i :_,o< <s f , asp ca .en 

1 i K 1 1 ^ % 

\ 5 Vo v Si < I 

r\ rp;>ies 

The < v u n s be illustrated in more detail with reference to the following 
* v so i < t ) ' o be 

limited thereto, 
Vocr\u.un>; : otedsad I 

U , h^ ! - r -rav , < - : , ; - < e" ' I 

A. The ddovi.^-nv-; ;ru;Todu:r : o g:.o . vmrh gum. !>< soa heat) gum. 

> 3 ^ , a "* \ m it\ 1 and 

ioM ! > n otooned ^ \ 0a torn; a get as-d stored * a odrigcrato; <owoght a < 
tetroe- m- i>KuY^ N 1 ^ * < f d ^ > \ 

B, The eomrnsa agents -a, c^ppc? gluconic and sweetener arc added K> and 
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dissolved in purified water to form preparation IT 

C. Preparation .8 is added lo preparation A and raked well to form 
^reparation < 

IT ,v 1, >„v .e d the <-S n g , ; — u t^r<d udri 

t natation i> 

E. so i ^ \< s >iU n <- i i md 
mixed well to fonn preparation. E, 

F. 5 r is added pK do \> ^ 1 < form 
preparation F, 

Preparation F is poured on a mold and cast to form a film of a desired thickness 
at mora temperature The film is dried under warm mr and cat to a desired dimension, 
packaged and stored. 
Preparation Method II 

* \ s , !T;8 were prepared using a pretexted method, which comprised the 
following steps: 

A. is <s ^rpvi i > < k tsoan m «. humeri 
sorbitol and dye in perilled water io fore; an aqueous mixture; 

B. mix puUulan, xmihrn gum, locust bean gum and earrageeoan 
m ' s n \ s v. 

C. m - , 1 i )- suae ^ m 
s ^ x < s ^ •;. iiier g. 



D tii t 1 - n j ^ > \lu« f^JutKU ^0- 

100 RPM) overnight at room i.omcrature; 

£. < < U st <. i v k xxhi 

ml; 

P. ili meshy! sam-ykU'.a <.u;vJ\piol 0 > l << ,u> M i s 300 

to the oil mixture from .step B; 

G <)U i j 

step D and tnh anil uniform; 

H. .. <v u so > . >n < o baok 

I dry the cast mixture to form a film,. 

Example 1 

Example i produced a film according to the invention having a blue-green unt 
amintodo? md ; eh -jh: >ot taste. 
Examples 2-4 

I N * | o » - r i t»i rh Kv om t ! < » * 

it^ i <. p , v ih \ r ^ 1 - * - ^ vh t <. n 

taste. 

Examples Sr6 

h>,ao;|0e.\ 5 and 6 removed glyoonn ,m4 \orbmm The resultant films did not 
iA » „ *k ^ o ^ o sto^e - .u->k e^ =s 
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worn tms ?< m ^ 2.<fH 

long time msne. 
Examples 7-9 

Examples - were produced to ,.<< > the e v> of Avie&I€ ! on germ 

11 i < "O V ^ - s < ~ N 'VIuJ - <' , C, i< >i ik >i( a 

>- meeting u\< u punpceovc, > h.n! Jhntnio-hcd anurnien.l.Ln .Ov ^ 

Examples 10-15 

Examples 10 •• -> ^cncd the amount-; ot asparume and mcnflu>! u> t oV 
>v o ^ s u v * c^ ^ e ,:t 
Example 16 

u i, it v n f s ^ x i > 

p«x exsn < i > enn storage. 
Example 1:7 

polyvinyl pyrre-fidone, to produce (dsns according so the invention. 
Example II 

rnj un n enec<: <. « w ls <. 

Example W 

Example 19 represents a film containing a sad vary stimulant citric acid. 
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wom/urn Pi r/mmixns 
Example 20 

Example 20 is the ls!m composition used n < > antimicrobial efficacy studies 
described above. 

H , >n , 's <. i v * v v I,! , d »< o id r amors r*- m 

ihov^\ n K Of s < s ! ^ v Is t , 

CK'vSlo c'i , , I r ^ i * v v ( ires E } u, 
ingredient in the finished, dried film depends upon die amount of relative moisture 
removed during drying. 
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h ol 1 % - t \ n i 
present invention, m which the rapidly dissolving tUm contains a pharmaceutical 
agent, Exampl.es 2)A«2i£, listed in Table * are medicament containing rapidly 
a^or^L 5 ! t n > 1 ^ ~> n 1 jb^ 



TABLE 3 



fCxafispfe: rC;f:i:>Sf 














,.500 










PasiivispiKT);-:; HC! 




000000 


S 0.0000 












; o<>oe 






Lc;«:-":i«:i;i;; HC! 








2.0000 














7 OfiOO 




O.OSiS 




<nmi 


eMss 


COSiS 


COCaC Bf:i!- Ci-SW 






0.0954 


- r '74 


0.O954 


Casrasjeeaai! 


■ si-a 


e.40HS 


0.408? 


O.40SS 


0.40S« 


}\-}hihr. 


21 MM 


1 S ' 


< 


208030 


2; MM 


S:-.-du>:r : Ot-iso.a? 


C. 09 54 


Q.09S4 


0 0077 


0.0054 




" Oiinw Sail 




oani 


0.08 05 




0.00 H 




!-'>"" 


\Mm 


i.mn 


L907H 


9 ?* 


0;;;3fO4 W;-i«r 














o . n> 




00 703 


00363 


O.00>3 




2.7217 


: "2:75 


2 "3 - 




2.73:77 


Pi?ivsorbii-e SONiF 


0.4770 


0.7 770 


0.4770 


0.4770 


C 4770 


X { \> SOD 


0.4770 


0.4770 




0.4770 


047 70 


v Propylene Ciytoi 


4.0 SO 




-V 




4 3572 


. ' \. 




0 OS ;4 


oasn; 


a.0S:4 


aSS 04 




0.3^07.. 


0.3407 


eloo?' 




sdao 
















;ii.5pO0 


44,0000 


4Spc;Vi 


36.0000 


3O.0j.tfO_ 
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anon no o fahk 1 an >v/'w j 



worn/mm 



Table 4 





520 


220 


.0 


220 


220 


22^ 


720 


,00- 


27; 


>'■:'■:::■■ ■•,<■■. C--.H:-. 


.OS 


.OS 


.00 


.02 


.05 


.05 


.06 


.05 


.00 


LOCUST 2830 

cum 




,07 


07 


,07 


.07 


am 


07 


,07 






;m 


0.5 


o.s 


0.2 


0 


0.2 


0.2 


0.2 ! 0 3 


PoOyOn 


ISO 


-03 .0 


"020 


■0.2 


270 


-15.0 


16.0 




Sodium 

Cx" '•) S 


0.1 


0.1 


0.1 


.07 


.07 


.0? 


.07 




0.7 


Aomumomr 
Potassium 


0.5 j O S 


0.5 


0.5 : ' | 0-5 


0.5 


m 






e ! ;>• 


>.<•; I 


•: 2 


1.4 1 'i,<5 I 1.4 
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v, " i 


enO'SS 


qs OX 


qoOK) 


020)0 


QS10G 


. V 


01500 


OH 00 


QS10D 


Cociirm aoem 


0.1 




0.1 


0.-: 


0.1 


oo 


O 1 


00 


0 1 


f.O oori 


2.0 


2 0 


22; 


02 


2.0 


2.0 


7.0 


7.0 


To 


PO!V50r«3U! SO 


0,52 


COS 


002 


0.3? 


0.22 


0.22 


0,22 


003 


OS5 


Atoms SCC 


o.so oss. 


0.35 


052 


0,22 


0,55 


2.55 


0.55 


2,55 


M ' - 'J 
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1,0 


1,0 
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1,0 
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Pes 0050 
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? 0 


"Osiansom 
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0,25 


0.25 


DJ5 




0,23 




0.22 
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, N =. „ v i ^ 'V > i , > * it ) ' * ^ Of 

> ' * v rii " r ^ . s v 1 > u of 

chlorphs m > 2 v v 

Example 22B was used to make a film eomssmng i.0 mg of dextrometorphan 
hydrobroaude. 

Example 22C was oaed to make a fdm containing E) mg of dexnxooedKophan 
hydrobroniicie, 

Exampie 2?D >, t v. i s »k 

i d b) 1 ) mg md 4 of 

J i t * >fu d,\t mule 

v s >ed sake a film m nh g 

h> lath; undo 

xtaiipk '21 was used to maks r film < s n oi c ated 

dextronmdiorplxvm hydrobromide to provide a 7.5 nig dose. 

Exanipk ?2G was used to mak i im > — n k iorphm 

hydrochloride and 4 mg chiorphenbamine oxdeate. 

i! pb • c^o v v i , s a u ^ t i „ 15 ma e\ < c ! < 
hydrobromide. 



hydrobromide. 

i -> ii 22A was made using the foiiowirjg procedure. 

1. \du ; Oi. K-u;o h k < v. s u 

2. „ ' , * , _u ^ <l i <. rr< <. ? * < m s 

3. A ei <. i | * s ' ' h hi I 

4. Mix 
needed . 

5. \M o }. as \f ^ ' i i! ilk 
remaining ingredients in a .separate mixture. 

6. id v 4 and step to i e mixture td s < $s md 
dry to make a .film and cut to a size to achieve the desired dose. 

1. V < 1 Ht n )' x <. )f f '0(. M\tj'J^oKo 

2. . N v > s ss ! > « dk i tU 

the mixture of step I mixing with each addition 

3. \d >u a' v n ova nu.^Jho 

4. Add the gums to the mixture of stop 2 nod nox -until dissolve 

5. i i 'tcvsdto 

6. \ . < ' ' * v><, a flhn 
md t ut to <! x " „ \ ■ i < a ,a ! .-v 
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Examples 223 221 were mads. . ihc iarne mannw , I ■..,). es * > N JOE, 

CfL'k ! , A v ^ i V N V * 

v hi v b , , r $ id wit ence to speeifu 
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CI,A.fMS 

WM1.1S C 1, A J MFD |S : 

1, \ i.i> ns ahk tils so » a ; >« * be c and >^ -o u ? ooulh of a 
consumer, wherein said film comprises at least > water soluble polymer and an 
antimicrobial effective amount of at least one essential oil selected from the group 
v.!! o o » ! I ^ 

2, 1 1 < m , - i vUmo u! 
said essentia? oils. 

3, The emrsamabie him c« to claim ' comprising at least three of 
said essential oil s 

4, The consumable film according m according to claim 1, comprising 
thymol methyl salicylate, easah mo! and otenthol 

5, i m i't Mi' an * n > om t > imu > >\ of 
gluconic acid. 

6, 'The ooosoroabk fbm aneoahog to claim 4, further comprising copper 

gi»«ooat& 

7, "m i ' v < > <dabk 
polymer la selected from the groirp comasting of puiiulan. loaiyoxyproplymethyl 
cellulose, hydroxyethy! cellulose, hydroxypropyt cellulose, polyvinyl pyrrmldone, 
carbi'Xymctbyl cellulose, poiyvicyi alcohol, sodium alginate, polyethylene glycol, 
uaeamech -a:st a - . urn -turn s>um cjSu gone <io\ acid, 

m 



wo imms pcr/uswa z i \ s 

hydro <sprrpN{c3k'd isjh uuylosc starch dextrin Vxin dmi Ju o an y\ar 

K | v l V w \ K ! v > UUP 

and mixtures thereof. 

S Osc n according to clam I reh id wats lubk 

polymer is pruhdsn. 

9. I\ i i >. nig 
about 40 to about 80 wt % puliuJan; 

about 0.0 I to about 4 wt % thymol; 
about 0.01 to about 4 wt % methyl sabsyiate; 
about 0.01 to about 4 wt % eucaiyptoh and 
about 0.01 to about 1.5 wt % menthol. 

10 . The consumable dim according to claim 7, further comprising; 
about tbOJ to about 5wt 0 ;>< ' > h:. .\ , auh t lug agent; 

about 0,001 to about 0.1 wt % of at least oue of at least one coloring 



agent; 



e< u ^ ! s ^ < u e 

about 0 1 to about 1 5 wt a f at 
abo a 0. i ?e ;;b- 5 \ o! it t t \ 1 < 

o JOi t o ot .\\ c; a one co 



44 



WO QM&S6S ! " r * 22 ? 1 J 

\\. The convumidde > arc-dme s j .. < > v so clami H>. wherein said 

> ma ages leued from the grew s imJocu 

r ! u '. * - > . . j s s a; v > , m i. >f i <. 

12 The ^ m doc t v < ~ < * »c»c i ti R o does; not 

\ - ' < I- adhere usdf. 

13. The consumable film according to claim h wherein said film is tree of 
glyceric* and sorbitol 

14, The consumable film according to claim L wherein said .film is free of 
humectams. 

15, Hk consumable fdm according to claim 1. wherein the essential oils 
> o no n . ! is < 

16. Tht m 15, wherein the essen s 
comprises at lea ;i al out IS wt *A of the film, 

an amount from about 3 wt % to about 8 wt %. 

18. s _ a joet » 1 

comprising: 

sj at least ore- uvaser scluhie film fonder <. ;n least one stabilizing agent 
to provide a \ <. •> « a mixture, 

i c >ro <- < r aq e x s sob do > 
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wo so/iocs r< 1 1 \«-> 

bydratecl polymer gel; 

mixing oils to form an oil mixture; 

adding said oil mixture so said bydrated polymer gel and mixing to provide a 
uniform gel; 

©a^ag'tfee- uniform gel on & substrate; and 
drying it. ^ get to provide said o 

1 K fro sueihod s i <rdiog s>> claim 18, wherein at least om surfactmn' is 
mixed into said oil mixture. 

20, The method according to claim 1 8, wherein, the total amount of said oils 

'I' adl ) 1 s \ 1 

method. 

> 1 v , v. I , ' Ml S , t JO) >d t K s 

at least about 1 5 vet %. 

I m a V . ^ < < , u % < * s .ved 

tnvdl said ftbrn das a moisture eontesu of about 3 set % to about 8 set %. 

U. > v i u f > i nv* 

with , v \v ! n \ , ' M •» 1 v nater at & 

\ t ^ it 

about 4 to about 30"C for about 2 to 48 hows. 

! , i t v s 0 '11 1\tUiV 



25 method ace«r«i<iv - ; nu 24 a bo? cm <ud hwt.i'oo svhmvr gel is 

formed without heating. 

26. The method according to chnm 25, wherein said hydrated polymer gel is 
stirred at room temperature for about 2 to about 48 hours. 

27. The method according to claim 26, wherein said oh mixture is prepared 
by nt vt s i t 

vh ,\Leoaoi nrv >e;el 

•> \ < v •, i ut v m ^ 

lisi s % v. i s u ihh Rim 

former t selected from the group consisting of puilulam In b v ( t ; 
eeiMi droxysthyi cs t t ) iohsse, poiyvirg ryx dons 

oi r v b polyvinyl aieohoL sodium alginate, polyethylene glycol, 
traguetubh gum, guru gum, acacia gum< arabiv. gum, poh - - P 
5i' iu s , , » i ' ' toa 

hydroxypropvhUed high amytose starch, dextrin, ;v \s ehitim , em levsa, 
ehmao eohayu., o. -aou, , em, eh.ma, vp prmem oobtc wmn pnuem o-obte, casein 
and mixtures therefcC 

' u end, o a ,o f y _> m , ,m ^ ? ^ ^ a. i w n<\, ,PuHe nolymcs 

is puilukrs. 

3P A consumable film adapted to dissolve in the mouth of a consumer, 
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wo arnxm vcmim/teun 

socur v A i'v or-uvs a >\ e < u son ,. pi deo *v f= a one 
i iet:n .vcuo.ai .ueea 

t u s ! i > said 

i i < <...<.! v. „i U| Of \r 5, i u > 

< > i ml i > k en? i ongesia 

i - v U i s v s ! i U n i O U ^5 v ' 1 1 i> 

s\mco acc ? i it iv. 

- s T v S „ if Iff 

agent i seiei ted row the [ v. > i ' S k>rk!< 

i , \ .ntnennuT mU\ nn onn < o 

Suorides, a v \ i oetomdme, EDTA and o ^ thereon 

34, The consumable fdrn according to claim 32, wherein the- non-steroidal 
ooo Uvm - i ect.vi < f < v -< gnaup consisting of isptrio 

JvU > j ^ >k ) ddlnmsai k i v eaioinnx naproxen., tobnebn sodium, 

f i f'ii^m is 

v < ft or j the gtoup * < - > 

dextromethorphan >\ ehiophedianoi hydrochloride and odxmres thereof 

36, Ths consumable film according to dene 32, wherein the decongestant is 
selected from the group consisting < 1 - ^\ n < hydrochloride, phenylepherme, 
phenylpropanolamine and mixtures ihsreof. 
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<. burnable Oh < o tg t v> , 5 vl ;rei u is in* 

<x c * ■< v *. < - s . implm minute 

rmdeaie, 0 d , ^ m 0 maleafm clemastine fuummte, ^ o m > A 

\ t i < \ <. e am< t it <e\ JfpheuiT'\ a 5, ru 

1 \{ f>ds .1 I O > f S > iik s X \ 1 v . p M 3 , 

r ! t 0 i > ! ' t ! v x ;d.n:ivk 

* ! < si, ^ k' vV>Vr,M i>, 

\ei&. m > ' u 
hydrate and mixtures thereof, 

39. The consumable film according » claim 32, wherein the ann Jiemm 1 is 
loperamide, 

40. The consumable Pim according to claim 32, wherein me >b mmym.-o 
is selected tmm the group consisting of famotidine, nmrddbm and mixtures h ooi 

41. The consumable him according to claim 32. wherein die proton pump 
raid ^ - r ) i epm exmpraxoU and 
mixtures thereof. 

42. A ik > ! t ^ < • * m m 
5 < x o e< ' e - 00 i' f 

cavity a rapidly dissolving dim. comprising pnlmkm and an antimicrobial agent 
v sop vm <, m . tJ 1 t vi oi * \ i n c Hynto nd thymol 
>2x v ; 1 > s ! I c > 1 oral 

as 



cavity,. 

45. The mdhoU ^%a-t.lh; u t i un> ' \o o the 3iViknier»'>i.$l agent 
comprises menthol, rrseihyl sal Icy hue, cucaiypioi and thymol 

5 ths S n fro ihout 40 v so - t 

45. \ ' \ K ' !f _ \ v - }S i ! 

agem .in the llhi ,, >ui on 

4o The metho, , < < . , * *" > ; ;v ' o , \<\ n^M*y 
igsnt is ! ^ fit sfs 'no wt % to about 12 wi% 
10 \ 5 <. u j'l an v'lcane 

xsxuun >{ s < u ! eittotU*n v m t \ p <<. hv, 

c<v- a n th < < Jaim 9. 
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